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DETAILED ACTION 

Election/Restrictions 

Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 
Group I, claim(s) 1-16, drawn to a permselective membrane. 
Group II, claim(s) 17-21, drawn to a method of making the permselective membrane. 

The inventions listed as Groups I and II do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: the common special 
technical feature, polysulfone membrane with PVP additive, is well known in the art (see 
the reference Shimagaki). 

During a telephone conversation with Samuel Borodach on 1/7/09 a provisional 
election was made without traverse to prosecute the invention of group I, claims 1-16. 
Affirmation of this election must be made by applicant in replying to this Office action. 
Claims 17-21 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(i). 
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The examiner has required restriction between product and process claims. 
Where applicant elects claims directed to the product, and the product claims are 
subsequently found allowable, withdrawn process claims that depend from or otherwise 
require all the limitations of the allowable product claim will be considered for rejoinder. 
AN claims directed to a nonelected process invention must require all the limitations of 
an allowable product claim for that process invention to be rejoined. 

In the event of rejoinder, the requirement for restriction between the product 
claims and the rejoined process claims will be withdrawn, and the rejoined process 
claims will be fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to 
be allowable, the rejoined claims must meet all criteria for patentability including the 
requirements of 35 U.S.C. 101, 102, 103 and 112. Until all claims to the elected product 
are found allowable, an otherwise proper restriction requirement between product 
claims and process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowable product claim will not be rejoined. See MPEP 
§ 821 .04(b). Additionally, in order to retain the right to rejoinder in accordance with the 
above policy, applicant is advised that the process claims should be amended during 
prosecution to require the limitations of the product claims. Failure to do so may result 
in a loss of the right to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement 
is withdrawn by the examiner before the patent issues. See MPEP § 804.01 . 



Double Patenting 
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The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-16 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-7,16 and 17 of 
copending Application No. 10/599,167. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the claims of the reference 
recite the same limitations as recited in the claims of the application. Albumin sieving 
coefficient, etc are inherent properties of the membrane - same materials and same 
application. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Effective date - 3/22/04. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 16 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 16 recites the hydrogen peroxide content in an extracted liquid as 5 ppm or 
less. This is indefinite because the ppm of hydrogen peroxide would depend on the 
amount of liquid used in the extraction and is therefore, indefinite. 

Claim Rejections - 35 USC § 102 

Claims 1-16 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 1 03(a) as obvious over Shimaqaki et al (US 6,1 03,1 1 7) 

Claim interpretation: Applicant's claim 1 recite a perm-selective membrane made 
from polysulfone and polyvinyl pyrrolidone. The remaining limitations of claim 1 
describe how the membrane performs with respect to bovine blood, in terms of albumin 
sieving coefficient over certain time periods when the membrane is operated with 
certain fluxes. 

Shimagaki teaches hollow fiber membranes made from polysulfone and PVP - 
see examples, with about 40 microns thickness, about 33% PVP content. This 
reference does not explicitly state the sieving coefficient of albumin clearance, but 
teaches albumin permeabilities of about 1 .2% or less. 
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Membrane is asymmetric, which means it has a thin skin layer inherently the 
range claimed. 

The membrane properties of albumin sieving coefficient, etc., would be inherent, 
because the membrane is madeof the same material, and has the same or similar 
structure. More over, the membrane is made for the same application as that of the 
applicant's. 

Cross-linked - see column 1 1 , starting at line 42. 

Fiber diameter and thickness - see about 40 microns in example 7. The fiber is 
spun from a 0.3mm OD/0.2mm ID nozzle in all examples - therefore, the fiber thickness 
would be within the range claimed. 

Aperture ratio: this is also an inherent characteristic of the membrane from the 
way it is made, and since the applicant's membrane is made the same way as that of 
the reference, it is inherent in the reference. 

Regarding the polyvinyl pyrrolidone content of the blood-contacting and non- 
blood— contacting surfaces, applicant's disclosure (pre-grant publication, paragraph 
0147) describes the orientation of PVP as related to the spinning nozzle dimensions, as 
well as the molecular weight of the PVP (paragraph 0082), and the composition of the 
internal liquid (paragraph 0060). The reference teaches spinning nozzle dimensions, 
molecular weights within this range and the inner solution of the same composition, and 
therefore, this characteristic also is inherent in the membrane of the reference. 
Similarly, since the compositions and the method of making is the same, the mechanical 
strength of the membrane also would be in the same range as claimed. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Krishnan S. Menon whose telephone number is 571- 
272-1 143. The examiner can normally be reached on 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David R. Sample can be reached on 571-272-1376. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Krishnan S Menon/ 

Primary Examiner, Art Unit 1797 



